Abstract The Early vs. Late Infantile Strabismus Surgery Study Group is a group of strabismologists and orthoptists who investigate whether early or late surgery is preferable in infantile strabismus, in a non-randomized, prospective, multi-center trial. Infants between six and 18 months of age will receive a standardized entry examination and then be operated either before their second anniversary, in clinics A, or between 32nd and 60th month of age in clinics B. The children will be evaluated at age six. After completion of the study, the two groups can then be compared regarding degree of bin ocular vision, angle of strabismus and visual acuity of the worse eye relative to the better one. This is the second monitoring report of the study.
T ABLE I. Listing of active participants per country. The active participants are listed in Table I , including one clinic with pre liminary registrations only. For each country, the country coordinating clinic with country coordinator is listed first (marked with CC), followed by the other clinics in alphabetical order. Each entry consists of the clinic's name, the name of the clinic coordinator, and the assigned therapy group.
Patient enrolment
2. I PLANNED AND ACTUAL PATIENT RECRUITMENT According to the revised schedule, 380 patients must be recruited per group on December 31st, 1995. However, until 15th of April only 223 children have been re cruited in the late and 141 in the early surgery group (see Fig. I ). The pro portion of 223 to 141 children fits exactly the proportion of 33 to 22 active clinics. In addition there are I I preliminarily registered children who still await definite entry to the study.
Until December 31st, 1995, in all likelihood, there will at least be re cruited 200 children in the early and 300 children in the late group. This will be sufficient to reach the main goal of the study: to assess in a confirmatory analysis whether early or late surgery is preferable concerning binocular vision. Whether the study will be able to answer this question in regard to angle of strabismus and amblyopia remains uncertain, however.
Details will be discussed during the next meeting of the Study Committee in Cambridge, in September 1995, during the ESA conference, to which all Country Coordinators, their representatives or other participants are invited. Possible actions could be (I) extending the recruitment period, (2) concen trating on binocular vision as the main criterion of the study while angle of strabismus and amblyopia are examined in an exploratory analysis only and (3) no action, accepting the loss in power associated with a lower sample size than intended. Table  2 gives an overview of patients entered and excluded per clinic. The col umns contain the number of patients entered into the study and the number of patients excluded, for early and late surgery, respectively. As in last year's report, the ratio of entered to excluded children varies considerably per clinic. For all clinics, however, the ratio is very similar with 141: II 5 for the early and 223: 178 for the late surgery group.
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PATIENTS ENTERED AND PATIENTS EXCLUDED PER CLINIC
2.3 LISTING OF EXCLUSION CRITERIA EMPLOYED Excluded patients did not enter the study for the reasons listed in Table 3 (multiple reasons possi  ble) . week and 77% (45% last year) within four weeks after the entry examina tion, which is still in accordance with the protocol (The Early vs. Late Infan tile Strabismus Surgery Study Group, 1993) . Tables 4 and 5 summarize the completeness of the documentation forms and of the data. The plausibility is permanently monitored by the study center. Table 4 lists all documentation forms into one of five categories. 'Com plete' means that the forms are without error. 'Due' means that the forms should become available to the study center shortly. There can be various reasons for this to happen, for instance a delay in the examination procedure or an internal organizational problem. 'Returned' means that the forms have been returned for completion or for correction of plausibility errors. The number of forms per clinic in each category is listed in the table. Table 5 displays the percentage of completeness of the required data among all documentation forms. All forms that are available to the study center were included in this part of the analysis, regardless of whether they were 'complete' or 'returned'. Interdependencies in the data are taken into account: For instance, occlusion patterns should only be noted in the form if the question 'previous occlusion therapy?' has been answered affirmatively. 4 Dropouts and deviations of therapy 4. I DROPOUTS In total eight children have been lost to follow-up, three in the early and five in the late operating group. In one case the child and par ents had moved, in seven cases the parents were no longer compliant.
Quality of the documentation
4.2 SURGERY SCHEDULE Surgery should be performed before the child's second birthday in the early operating group, and after its 32nd month in the late group. In the early group, 54 children have been operated in accordance with the study protocol. For 13 children, no surgery is documented although they are already two years old. Four children have definitively been operated too late. Among these 17 children, two could not be operated as scheduled because the child was ill, in three other cases the childrens' parents opted for late surgery.
In the late group, one child has been operated up to now. It did not com plete its 32nd month of life, however.
EXAMINATION INTERVALS
Intermediate examinations should be per formed every six months with a maximum delay of four weeks. 328 out of 356 documented examinations have been performed accordingly. The lon gest delays were I I or 12 months in three cases. Intermediate examinations should also be performed within two weeks after surgery, with a tolerance of two weeks. This has been achieved in 51 of 63 cases of surgery (including four cases of re-operation). Furthermore, five examinations were done within the second month after surgery. In seven cases, no postoperative ex amination is documented at the study center.
Prognostic factors
To ensure the internal validity of the study's results, prognostic factors should be distributed homogeneously in the early and late surgery groups. With respect to external validity, it is also desired that the distribution of the samples (entered children) is the same as in the population. Therefore, excluded children are also documented. Details about important prognostic factors are reported below.
RETINOSCOPY VALUES The spherical equivalents of the worse eye in the early and the late group followed a unimodal distribution, both with a me dian of Sph. +2. Values ranged from -0.5 to 6 in the early group and from -4.5 to 7 in the late group. The wider range in the late group is not alarming since there are more patients in this group. Excluded children also have a unimodal distribution with the same median of Sph. +2, but with values ranging from -I I to 30.
HORIZONTAL ANGLE OF SQUINT The range is limited by the exclusion criteria from 5 to 30 degrees. The median values were 2 I degrees in the early and 20 degrees in the late surgery group. Excluded children had a me dian of 17 degrees with extreme values of-25 and 50 degrees. DEGREE OF AMBLYOPIA OF THE WORSE EYE The distributions were similiar for all groups. The most frequent category was 2 (alternating but preference of fixation). Forty-five percent of the early surgery and 49% of late surgery children, as well as 36% of excluded children fell into this cate gory. The proportion of children within categories I to 3 was 9 I % in the early and 97% in the late group as compared to 83% in the excluded group (categories I to 3 are prognostically better than 4 and 5).
RESTRICTION OF ABDUCTION OF THE WORSE EYE Distributions were similar. The most frequent category was I (free, using pursuit movements), the second was 3 (passing midline but not free, using any method). Catego ries I and 2 applied to 62%, 56% and 60% for early, late and excluded chil dren, respectively.
A summary of the distribution of other variables is presented in Table 6 .
